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October 3,2005 

Division of Dockets Management 
Food and Drug Administration (HFA-305) 
Department of Health and Human Services 
5630 Fishers Lane, Room 1061 
Rockville, MD 20852 

CITIZEN PETITION 

Dear Sir or Madam 

This petition is submitted in quadruplicate under Section 505(j)(2)(C) of the Federal Food, Drug 
and Cosmetic Act, and in accordance with 21 CFR 10.30 on behalf of a client requesting the 
Commissioner of the Food and Drug Administration to declare that the drug products Efavirenz 
Tablets for Oral Suspension 50 mg, 100 mg and 200 mg, are suitable for submission in an 
abbreviated new drug application (ANDA). 

A. Action Requested 

The petitioner requests that Commissioner of the Food and Drug Administration make a 
determination that Efavirenz Tablets for Oral Suspension 50 mg, 100 mg and 200 mg are 
suitable for submission in an ANDA. The reference-listed drug product upon which this petition 
is based is Sustiva@ (efavirenz) Capsules, 200 mg, manufactured by Bristol-Myers Squibb 
Company, which appears in the Electronic Orange Book (see Attachment 1). Therefore, the 
petitioner seeks a change in the dosage form (from capsules to tablets for oral suspension) from 
that of the listed drug product. 

B. Statement of Grounds 

The Federal Food, Drug and Cosmetic Act provides for the submission of an ANDA for a new 
drug that differs in dosage form from a listed drug provided the FDA has approved a petition that 
proposed the filing of such an application. Sustivae (efavirenz) Capsules, the reference-listed 
drug upon which this petition is based, are available in capsule dosage form containing 200 mg, 
and are also approved and available in additional strengths containing 50 mg and 100 mg of 
efavirenz. The proposed drug products represent the same uses, strengths and route of 
administration; differing only in dosage form from the reference-listed drug. 

In support of the change in dosage form requested in this petition, the petitioner would like to 
point out that the Agency has previously approved ANDA suitability petitions allowing for a 
similar change in dosage form (from capsule or tablet to tablet for oral suspension). In addition, 
the proposed drug product will be shown to be bioequivalent to the RLD. 

ZOOSP- 0401 . c? I- 
www. lachmanconsuhkznts.com LCS@lachmanconsultants.com 



” 

’ L A C H M A N C O N S U L T  A d ?  s E R v IcEsJNc.  
Westbury ,  N Y  1 1 5 9 0  

9  Div is o n  o f Docke ts M a n a g e m e n t 
F o o d  a n d  D rug  A d m inistrat ion 

O c to b e r  3 ,2 0 0 5  
P a g e  2  o f 3  

The re  a re  n o  p r o p o s e d  c h a n g e s  in  l abe l i ng  wi th excep tio n  o f th e  obv ious  r equ i r emen ts b a s e d  
o n  a  c h a n g e  in  d o s a g e  fo r m  s o u g h t in  th is  p e titio n . H o w e v e r , it is r ecogn i zed  th a t it m a y  b e  
necessary  fo r  th e  labe l i ng  o f th e  p r o p o s e d  p roduc t to  dif fer d u e  to  exclusiv i ty o r  p a te n t 
pro tect ion re la ted  to  th e  re ference- l is ted d r u g . Draft  l abe l i ng  fo r  th e  p r o p o s e d  p roduc t is 
i nc luded  in  A tta c h m e n t 2 . A  copy  o f th e  re ferenced- l is ted d r u g  p roduc t’s labe l i ng  is i nc luded  in  
A tta c h m e n t 3 . T h e  p e titio n e r  is seek ing  th is  c h a n g e  in  d o s a g e  fo r m  in  a n  e ffort  to  m a k e  a n  
a l ternate  d o s a g e  fo r m  ( tablet  fo r  o ra l  suspens ion )  ava i lab le  fo r  th o s e  ind iv idua ls  th a t e i ther  h a v e  
diff iculty in  swa l low ing  a  capsu le ,  o r  w h o  prefer  a  l iqu id  d o s a g e  fo r m . 

P e d i a tric U s e  In fo r m a tio n  

In  D e c e m b e r  o f 2 0 0 3 , Cong ress  p a s s e d  th e  P e d i a tric Resea rch  E q u i ty A c t ( P R E A )  th a t 
a m e n d e d  th e  Federa l  F o o d , D rug  a n d  C o s m e tic A c t (The  A c t) to  p rov ide  th e  A g e n c y  a u thor i ty  to  
requ i re  d r u g  firm s  to  s tudy cer ta in  d rugs  in  p e d i a tric p a tie n ts, if th e  A g e n c y  felt  th a t such  a  s tudy 
w o u l d  p rov ide  b e n e ficial hea l th  d a ta  fo r  th a t p a tie n t p o p u l a tio n . 

S e c tio n  505B(a) (4) (A) ( i i i )  o f T h e  A c t (as  a m e n d e d  by  P R E A )  p rov ides  a  p rov is ion  fo r  a  wa ive r  
f rom p rov id ing  a s s e s s m e n ts o f p e d i a tric u s e  o f a  d r u g  if: 

(i i i) th e  d r u g  o r  b io log ica l  p roduc t; 

d o e s  n o t p resen t a  m e a n i n g fu l  th e r a p e u tic b e n e fit ove r  ex is t ing the rap ies  fo r  
p e d i a tric p a tie n ts; a n d  

(II) is n o t l ikely to  b e  u s e d  in  a  substant ia l  n u m b e r  o f p e d i a tric p a tie n ts. 

T h e  p e titio n e r  he reby  r eques ts th a t a  wa ive r  f rom th e  c o n d u c t o f p e d i a tric s tud ies  o f E fav i renz  
Tab le ts  fo r  O ral  S u s p e n s i o n  fo r  a l l  a g e  g roups  b e  g r a n te d  fo r  th is  p e titio n . 

W ith  respect  to  th e  P e d i a tric Resea rch  E q u i ty A c t, E fav i renz  w a s  o n  th e  histor ical  list o f 
A p p r o v e d  D rug  P roducts  fo r  W h ich A d d i tiona l  P e d i a tric In fo r m a tio n  M a y  P roduce  Hea l th  
B e n e fits in  th e  P e d i a tric P o p u l a tio n , a n d  a  wr i t ten r eques t f rom F D A  w a s  i ssued  fo r  p e d i a tric 
studies.  T h o s e  s tud ies  a re  o n g o i n g ; h o w e v e r , th e  p a c k a g e  insert  d o e s  c o n ta in  in fo rmat ion  
per ta in ing  to  p e d i a tric s tud ies  a n d  p e d i a tric u s e . A d d i tional ly ,  th e  A g e n c y ’s S u m m a r y  
Conc lus ions  o f S tu d y  A C T G  3 8 2  (pediat r ics)  states th e  fo l lowing:  

A lth o u g h  th e  s tudy s ize is sma l l  a n d  fo l l ow-up  o f shor t  d u r a tio n , th e  resul ts  
p rov ide  p h a r m a c o k i n e tic resul ts  a d e q u a te  to  suppo r t dos i ng  wi th e fav i renz  
capsu les  in  ch i ld ren  a g e s  3  to  1 6  years.  T h e  p h a r m a c o k i n e tics o f e fav i renz  in  
ch i ld ren  a g e d  3 - 1 6  years  is s imi lar  to  th o s e  obse rved  in  H IV - infected adu l ts. 

S ince  th e  p roduc t is b e i n g  s tud ied  in  th e  p e d i a tric p o p u l a tio n  a n d  is a l so  l abe led  fo r  p e d i a tric 
u s e , th e r e  w o u l d  b e  n o  r eason  to  r e p e a t th o s e  s tud ies  o r  in i t iate add i tiona l  s tud ies  to  
d e m o n s trate w h a t is a l ready  k n o w n  or  w h a t wi l l  b e  k n o w n  a b o u t th e  d r u g  p roduc t. 

A n y  ult im a te  app rova l  o f a  p roduc t b a s e d  o n  th is  p e titio n  w o u l d  th e r e fo re  n o t represen t  a  
m e a n i n g fu l  th e r a p e u tic b e n e fit ove r  ex is t ing the rap ies  fo r  p e d i a tric p a tie n ts in  th e  a g e  g r o u p  n o t 
cove red  in  ex is t ing labe l ing .  
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Therefore, since the innovator drug product has been appropriately studied in accordance with 
the concepts embodied in the PREA, the petitioner respectfully requests a waiver for the need 
to conduct pediatric studies. 

C. Environmental Impact 

The environmental assessment report on the action requested in this petition is not required 
under 21 CFR 525.31. 

D. Economic Impact 

Pursuant to 21 CFR 10.30 (b), economic impact information is to be submitted only when 
requested by the Commissioner. Information will be submitted, if requested. 

E. Certification 

The undersigned certifies that to the best of its knowledge, this petition includes all information 
and views on which the petition relies, and that it includes representative data and information 
known to the petitioner, which are unfavorable to the petition. 

Respectfully Submitted, - 

Robert W. Pollock, Senior Vi& President 
Lachman Consultant Services, Inc. 
1600 Stewart Avenue 
Westbury, NY 11590 

RWP/pk 

Attachments: 

Attachment 1: Electronic Orange Book 
Attachment 2: Draft labeling for the proposed product 
Attachment 3: Referenced-listed drug products labeling 

cc: Arianne Camphire (Office of Generic Drugs) 
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